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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
10/15/2009 has been entered. 

Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. The following rejections and/or objects are either reiterated or newly 
applied. They constitute the complete set presently being applied to the instant 
application. 

Response to Arguments 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The rejection of claims 1-5, 7, 12-18, and 20-22 under 35 U.S.C. 103(a) as being 
unpatentable over US 5651986 ('986) in view of US 6166173 ('173) is maintained. 

Applicant argues that one of skill in the art would have expected to see a burst of 
drug release, similar to that shown by '986, with the currently claimed compositions. 
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However, the use of the claimed polymeric composition unexpectedly resulted in an in 
vitro constant rate of release for the entire period of drug release. Applicant argues that 
absent the teaching of the instant invention, '986 cannot be combined with '173 to 
render obvious compositions which provide extended release of an antineoplastic agent 
into said anatomic area and which, for a period of at least seven days, release of said 
antineoplastic agent occurs at an approximately constant rate. 

Applicant's arguments have been fully considered but are not found persuasive. 
Applicant's argument that the claimed invention unexpectedly provides an in vitro 
constant rate of release for the entire period of drug release is merely an allegation of 
unexpected results. "The arguments of counsel cannot take the place of evidence in 
the record. In re Schuize, 346 F.2d 600, 602, 145 USPQ 716, 718 (CCPA 1965)." 
MPEP 716.01(c). Applicant has provided no evidence to support the unexpected 
results, shown that this property extends over the entire scope of the claims, nor 
compared the evidence to the closest prior art, which in this case is '1 73. '1 73 is the 
closest prior art for the release profile because it discloses the instantly claimed 
sustained release composition: the poly(phosphoester-co-ester) of instant Formula VI in 
combination with an antineoplastic agent. 

Regarding Applicant's arguments that the instantly claimed release profile would 
not be obvious by '986 in view of '173, a composition cannot be separated from its 
properties. Therefore, the instantly claimed release characteristics must be an inherent 
property of the composition. The polymeric composition rendered obvious by '986 in 
view of '173 meets all the structural limitations of the currently claimed invention. 
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Therefore the polymer composition of '986 in view of '173 must inherently provide 
extended release of the antineoplastic agent into said anatomic area; for a period of at 
least seven days, the rate of release of said antineoplastic agent is approximately 
constant. "'[T]he discovery of a previously unappreciated property of a prior art 
composition, or of a scientific explanation for the prior art's functioning, does not render 
the old composition patentably new to the discoverer.' Atlas Powder Co. v. Ireco Inc., 
190 F.3d 1342, 1347, 51 USPQ2d 1943, 1947 (Fed. Cir. 1999). Thus the claiming of a 
new use, new function or unknown property which is inherently present in the prior art 
does not necessarily make the claim patentable. In re Best, 562 F.2d 1252, 1254, 195 
USPQ 430, 433 (CCPA 1977)." MPEP § 2112, I. 

New Grounds of Rejection 
Claim Rejections - 35 USC § 112, New Matter 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a whtten description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-5, 7, 12-18, 20-22, and 25-30 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. Claim 1 recites "wherein 
said composition provides extended release of said antineoplastic agent into said 
anatomic area; for a period of at least seven days, the rate of release of said 
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antineoplastic agent is approximately constant" The specification states that one 
embodiment of the invention, PACLIMER, provides a constant rate of release of 
paclitaxel (see Example 13). The specification does not contemplate an approximately 
constant rate of release over a representative number of embodiments of claim 1 , which 
is directed to any antineoplastic agent released from any biocompatible polymer having 
the structure disclosed in claim 1 . The specification further does not contemplate an 
"extended release of said antineoplastic agent into said anatomic area; for a period of at 
least seven days, the rate of release of said antineoplastic agent is approximately 
constant" over the scope of the invention. It was never contemplated that the invention 
would provide these properties, except for Example 13. Therefore, the specification 
does provide written description for these properties over the scope of claim 1 . 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 25-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
US 5651986 ('986) in view of US 6166173 ('173). '986 discloses a method of treating 
brain cancer (a central nervous system neoplasm) of a patient comprising: instilling into 
an anatomic area of a patient affected by brain cancer a therapeutically effective 
amount of a composition comprising a biocompatible polymer and an antineoplastic 
agent (see col 3, line 64 to col 4, line 15; col 11, line 62 to col 12, line 20). Paclitaxel is 
a preferred antineoplastic agent (see col 4, lines 10-15). The composition can be 
administered alone or in combination with, either before, simultaneously, or subsequent 
to, treatment using other chemotherapeutic or radiation therapy or surgery (see col 1 1 , 
lines 62-67; col 12, lines 21-24; col 18, lines 14-16). '986 fails to teach the polymer of 
formula Vllf disclosed in instant claim 25. 

'173 discloses a composition comprising a biocompatible polymer and an 
antineoplastic agent wherein the biodegradable polymer has the following formula: 
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^ L t X 

Wherein 

X may be -0-; 

Mi may be a branched aliphatic group having from 1-20 carbon atoms, such as 
methylene or 1 -methylethylene; 

Y may be -0-; 

L may be a straight chain aliphatic group having from 1-20 carbon atoms, such 
as ethylene; and 

R may be an alkoxy, such as -OEt. 

(see abstract; col 6, line 40 to col 7, line 39). Except for Mi (see below), this 
polymer corresponds to Formula Vllf as disclosed in instant claims 25-30. Paclitaxel is 
a preferred antineoplastic agent (see col 20, line 66 to col 21 , line 5). The composition 
provides effective sustained drug release of the compound for a number of applications 
(see col 21 , line 22 to col 22, line 33). 

It would have been obvious to one of ordinary skill in the art at the time the 
instant invention was made to incorporate the biodegradable, sustained release polymer 
composition of '173 into the method taught by '986. In this way, a sustained release 
implant comprising an antineoplastic agent will be made that is effective to treat brain 
cancer. 
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The polymer of '1 73 differs from that of instant formula Vllf in that the polymer of 
'173 teaches branched aliphatic groups having from 1-20 carbon atoms, but does not 
explicitly teach an embodiment wherein Mi = methylmethylene (-CH(CH3)-), which 
corresponds to instant formula Vllf. It is the opinion of the Examiner that an 
embodiment of the polymer of '173 where Mi = methylmethylene is obvious in view of 
the teaching of '173, and therefore instant formula Vllf is obvious in view of the teaching 
of '173. '173 teaches aliphatic groups having from 1-20 carbon atoms. '173 favors the 
lower end of this range, as seventeen of the thirty-one total examples at col 7, lines 19- 
38 contain five carbons or less. '173 teaches Mi = methylene (-CH2-) and Mi = 1- 
ethylmethylene (-CH(CH3)-CH2-). Mi = methylene (-CH2)- ('173) and methylmethylene 
(-CH(CH3)-) (instant formula Vllf) differ in the presence of a -CH3 group. To modify a 
methylene ('173) to produce a methylmethylene (instant formula Vllf), a -H would need 
to be replaced with a -CH3. Mi = 1-methylethylene (-CH(CH3)-CH2-) ('173) and 
methylmethylene (-CH(CH3)-) (instant formula Vllf) differ in the presence of a -CH2-. To 
modify 1-methylethylene ('173) to produce methylmethylene (instant formula Vllf), a 
-CH2- would need to be removed. Substituting a methyl for a hydrogen or modifying the 
number of methylene groups in a chain are common modifications performed in the 
chemical arts. It is the position of the Examiner that 1 -methylethylene ('1 73) and 
methylene ('173) are obvious variants over methylmethylene (instant formula Vllf) and 
for this reason, in combination with the fact that Mi = methylmethylene is an 
embodiment of the overall Mi taught by '173 (i.e. a branched aliphatic group having 
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from 1-20 carbon atoms), that instant formula Vllf is rendered obvious by the teaching of 
'173. 

The references do not explicitly teach that this composition would "provide 
extended release of said antineoplastic agent into said anatomic area; for a period of at 
least seven days, the rate of release of said antineoplastic agent is approximately 
constant". A composition cannot, however, be separated from its properties. Therefore, 
the instantly claimed release characteristics must be an inherent property of the 
composition. The polymeric composition rendered obvious by '986 in view of '173 
meets ail the structural limitations of the currently claimed invention. Therefore the 
polymer composition of '986 in view of '173 must inherently provide extended release of 
the antineoplastic agent into said anatomic area; for a period of at least seven days, the 
rate of release of said antineoplastic agent is approximately constant. "'[T]he discovery 
of a previously unappreciated property of a prior art composition, or of a scientific 
explanation for the prior art's functioning, does not render the old composition 
patentably new to the discoverer.' Atlas Powder Co. v. Ireco Inc., 190 F.3d 1342, 1347, 
51 USPQ2d 1943, 1947 (Fed. Cir. 1999). Thus the claiming of a new use, new function 
or unknown property which is inherently present in the prior art does not necessarily 
make the claim patentable. In re Best, 562 F.2d 1252, 1254, 195 USPQ 430, 433 
(CCPA1977)." MPEP§2112, I. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAUL DICKINSON whose telephone number is 
(571)270-3499. The examiner can normally be reached on Mon-Thurs 9:00am-6:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on 571-272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Eric E Silverman/ Paul Dickinson 

Primary Examiner, Art Unit 1618 Examiner 

AU 1618 



December 14, 2009 



